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INTRODUCTION

Scope

This manual documents the quality system and quality management plan for (Insert manufacturer’s name).  It applies to (Insert manufacturer’s name) and the (Insert program/user names) for which (Insert manufacturer’s name) is the processing facility.

Responsibilities

The (Insert manufacturer’s name) Quality Manager is responsible for the maintenance and review of this manual.

GENERAL INFORMATION

(Insert manufacture’s information)
e.g. (Insert manufacturer’s name) is a non-profit organisation established at (Insert manufacturer address) to provide human cellular and tissue products for clinical use. (Insert manufacturer’s name) is currently licensed by (Insert description of accreditation and regulatory licences).
Name & Address of Site:




Postal Address:

(Insert address)






(Insert address)

Telephone:
Quality Manager - 
(Insert phone number)
Production Manager - 
(Insert phone number)
Fax:
(Insert fax number)
our Vision

(Insert manufacturer’s vision)
e.g. National and international recognition as a manufacturer of bio-therapeutic products for clinical use and as a leader in the research, development and translation of emerging therapies into the clinical setting.  
our Mission

(Insert manufacturer’s mission)
e.g. (Insert manufacturer’s name) is committed to providing safe and high quality bio-therapeutic products for clinical use, and to developing clinically appropriate, emerging therapies for transition into the clinical setting to ensure the continued provision of the highest standard of health care to the community at large.

our Values

(Insert manufacturer’s values)
e.g.

	Safety
	Provision of safe, effective bio-therapeutic products for clinical use

	Excellence
	Excellence in everything we do to ensure the highest quality clinical outcomes 

	Respect
	Respect for ourselves and others

	Commitment
	Commitment to staff, colleagues and the community

	Professionalism
	Professional and ethical actions at all times


regulatory standards

(Insert name of regulatory standards manufacture complies with)

e.g. (Insert manufacturer’s name) complies with the Australian Code of Good Manufacturing Practice (GMP) for human blood and blood components, human tissues and human cellular therapy product (2013), which describes the way products should be manufactured to ensure they consistently meet specifications and are safe to use. The Code covers all aspects of quality assurance systems and manufacture. 

(Insert manufacturer’s name) also complies with Therapeutic Goods Orders issued by the TGA, which set out specifications addressing product safety and efficacy. 

Copies of the Code and relevant TGOs are maintained by the (Insert manufacturer’s name) Quality Manager.

FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration are designed to promote quality medical and laboratory practice in haemopoietic progenitor cell transplantation and other therapies using cellular products. The standards were developed by the Foundation for the Accreditation of Cellular Therapies (FACT) and the Joint Accreditation Committee of the International Society for Cellular Therapy and the European Group for Blood and Marrow Transplantation (JACIE). It is (Insert manufacturer’s name) policy to be compliant with these standards. 
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